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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/JP99/05298 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 
the description: 

pages 

pages 

pages 



□ 



, as originally filed 
, filed with the demand 



filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



filed with the letter of 



□ 



the drawings: 

pages 

pages 
pages 



, as originally filed 



filed with the demand 



, filed with the letter of 



I I the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 



, filed with the demand 



. , filed with the letter of 



2, With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

the language of a translation fiimished for the purposes of international search (under Rule 23V1 (b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3), 

3. With reg£u-d to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



been furnished. 



The amendments have resulted in the cancellation of: 

I I the description, pages 

the claims, Nos. 

I I the drawings, sheets/fig 



^ I j This report has been established as if (some oO the amendments had not been made, since they have been considered to go 
' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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PCT/JP99/05298 



rv. Lack of unity of invention 



1 . In response to the invitation to restrict or pay additional fees the applicant has: 
I I restricted the claims. 
I I paid additional fees. 
I I paid additional fees under protest. 
I I neither restricted nor paid additional fees. 



This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 
not to invite the applicant to restrict or pay additional fees. 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
I I complied with. 

[X] not complied with for the following reasons: 

The inventions described in Claims 5 and 1 do not satisfy the requirement for novelty, and therefore this 
examination finds that these two inventions do not share novel corresponding technical features. 



4. Consequently, the following parts of the intemational application were the subject of international preliminary examination 
in establishing this report: 



all parts. 

I I the parts relating to claims Nos. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1. Statement 

Novelty (N) Claims 2-4,6-12 YES 

Claims 1,5,13-17 NO 

Inventive step (IS) Claims YES 

Claims NO 

Industrial applicability (lA) Claims 1-17 YES 

Claims NO 



2. Citations and explanations 

_ Document 1: WO, 97/3675, Al (Lab. Glaxo Wellcome) 6 February 1997 (06.02.97) Claims; Example 3 & JP, 1 1- 
509221, A, Claims; page 12, lines 8-9; page 19, Example A, Example B & EP, 839040, Al 

Document 2: WO, 93/19742, Al (Max-Planck Gesellschaft zur Foerderung der Wissenschaften E. V.) 14 October 
1993 (14.10.93) Claims; pages 17-18, Example 1 & DE, 421 1239, Al & EP, 633722, Al 

Document 3: EP, 779887, Al (Otsuka Pharmaceutical Co., Ltd.) 25 June 1997 (25.06.97) Claims; Example 1 & JP, 
9-77764, A, Claims; page 21, Production Example 1 

^Document 4: EP, 636626, Al (Lab. Glaxo SA) 1 February 1995 (01.02.95) Claims; page 6, lines 38-46 & JP, 7- 
70128, A, Claims, Par. No. 0023 

Document 5: JP, 56-22725, A (Nobuo Machida) 3 March 1981 (03.03.81) Claims; Example 2 (Family: none) 

Document 6: JP, 8-310969, A (Lion Corp.) 26 November 1996 (26.1 1.96) Claims, Par. Nos. 0009, 0017, 0034- 
0036, 0042, 0051 (Family: none) 

Document 7: JP, 10-167966, A (Nippon Chemiphar Co., Ltd.) 23 June 1998 (23.06.98) Claims, Par. Nos. 0001, 
0012-0014 (Family: none) 

Document 8: US, 4892741, A (Bayer AG) 9 January 1990 (09.01.90) Examples & EP, 29921 1, A & JP, 1-22822, 
A, Examples 

Document 9: EP, 807433, Al (Kanebo Ltd.) 19 November 1997 (19.1 1.97) Claims; Examples & JP, 9-104620, A, 
Claims, Par. Nos. 0018, 0031, 0034, 0035; Examples & WO, 96/19974, Al 

Document 10: EP, 521310, A2 (Ajinomoto Co., Inc.) 7 January 1993 (07.01.93) Examples & JP, 4-360833, A, 
Examples 

Document 11: WO, 93/7124, Al (Eisai Co., Ltd.) 15 April 1993 (15.04.93) Claims; page 51, lines 15-16 & EP, 
607439, Al & US, 5576322, A & JP, 10-95776, A 

Document 12: WO, 98/7430, Al (Eisai Co., Ltd.) 26 February 1998 (26.02.98) Claims & JP, 10-1 14657, A, Claims 
&EP, 920868, Al 

Commentary 

Novelty 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 
Continuation of Box V (Citations and explanations): 
Claims 1, 13, and 14-17 

Documents 1 and 4 describe the production and examples of tablets containing fillers such as starch and lactose 
together with the cyclic GMP phosphodiesterase inhibitor corresponding to that in Claim 13. 

Documents 2 and 3 describe the production and examples of tablets containing fillers such as starch and lactose 
together with the cyclic GMP phosphodiesterase inhibitor. 

Document 11, Claims 14, 15 and 17 describes the production and examples of tablets containing fillers such as 
starch and lactose together with the cyclic GMP phosphodiesterase inhibitor. 

Claim 5 

Documents 5-10 describe tablets and examples that contain a poorly-soluble drug and saccharides, and they also 
contain a water-soluble polymer. 

Inventive Step 

Claims 2-4 

it is obvious to persons skilled in the art to apply conventional methods used in the manufacture of tablets such as 
adding binder, binding the ingredients with water and the like before molding, and then performing compression 
molding with a film and the like to the tablets described in documents 1-4, and therefore the subject matter of these 
Claims does not appear to involve an inventive step. 

Claims 5-10 _ _ _ _ 

It is obvious to persons skilled in the art to also add surfactants, which are conventional ingredients in tablets, to the 
tablets described in documents 1-4, and therefore the subject matter of these Claims does not appear to involve an 
inventive step. 

In addition, documents 7-10 variously describe partial or complete dissolution in water and organic solvent of 
poorly-soluble drug, saccharides, and water-soluble polymer prior to tablet molding. This examination finds that the 
order of addition of these items and the like can be selected as needed by persons skilled in the art, and therefore 
specification of the order of addition of these items and the like is obvious and does not appear to involve an 
inventive step. 

Matters conventionally performed when molding tablets such as molding the tablets after forming granules, fine 
granules or powdered drug, selecting various types of tablet molding equipment and the like, using a film coating 
and the like are matters that can be selected by persons skilled in the art in response to the desired characteristics of 
the tablets, and therefore specification of these matters is obvious and does not appear to involve an inventive step. 

Claims 11-17 

Because preparing a drug that is effective via oral administration in the form of a tablet, which is one typical method 
of oral administration of a drug, is common knowledge to persons skilled in the art without referring to documents 5- 
10 and the like, it is obvious to persons skilled in the art to prepare drugs that are optimally administered orally, such 
as those described in documents 1, 4, 11, 12 and the like, as the active ingredients of tablets that are optimally 
administered orally, such as those described in documents 5-10 and the like, and therefore the subject matter of these 
Claims is obvious to a party skilled in the art and does not appear to involve an inventive step. 
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